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Introduction m
What is the BEAMS Project?

BEAMS = Business Efficiency Acceleration for Medical Data

-

Review with Spotfire®

This is a project to support clinical science
members in Chugai so that Medical Data Review
can be performed efficiently and effectively using

TIBCO®Spotfire®.




Introduction

Data Review in Clinical Trials

Data Cleaning DM « Site Monitoring
CRA « eCRF screen review
Studv Management |- FEdit checks

Individual Subject Data Review CRA « eCRF screen review

- Safety Study Management |+ Data review materials
- PD Clinical Science (including Spotfire® Webplayer)
- Efficacy Safety
Aggregate Data Review Clinical Science « eCRF screen review
- Signal detection Safety « Data review materials
(Safety, PD, and efficacy)  (including Spotfire®
- Specific Purpose Webplayer)
(Cohort transition, etc.) « Exploratory Assessment with
Spotfire
T

Medical Data Review

Area requiring reinforcement

Review of Key Data requiring medical interpretation for safety/efficacy
assessment and signal detection

CHUGAI

Roche Group
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Issues

« There are several issues to be solved in Exploratory Assessment with
Spotfire® in Chugai

« Lack of clinical science members who can prepare aggregate data
review materials

= 1. Insufficient materials for medical data review

« Lack of Spotfire® templates versatile for any studies to perform
exploratory assessments

= 2. Take time for preparing medical data review materials
= 3. Incomplete quality of medical data review materials
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How to Solve the Issues

- Create Spotfire® template to prepare aggregate data review materials
- Maintain the template

— .

® Save time for creating aggregate data review materials and
customizing them for each study

® Increase reviewers by using the template

® Enable reviewers to perform aggregate data review appropriately and
in a short period of time

—

Detect safety and efficacy signals early, achieve PoC confirmation early,
and it leads to accelerate clinical development
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Development to Go-Live

2020 2021 2022

April October April June January
g Development
BEAMS Ve DM Preparation Pilot Go-Live Ouzsoa{ging

(o]
(Tech) — in-house . .
L study
Needs Outsourcin
. . : i g
Confirmation DM Preparation  Go-Live to CRO
outsourcing @ @ (]
study

- Decision of the template creation method = Create template based on Roche template
BEAMS - Preparation of development environment
(Biz) - Customization of Roche templates for Chugai use + Addition of new forms




How to implement

Target Study

CHUGAI

Roche Group

Planned CRO selection
RFP

Needs for template use

What EDC used/

Laboratory Reference Ranges maintained in Rave or not

Rave , Not
Not Implementable
used Laboratory
Necessary reference _
rangesare — implementable
Study maintained
Rave in Rave
sponsored b Used
Chugai Jsed
Laboratory
Not reference === Not
Necessaary values are not Implementable

maintained in

Rave



How to implement

Data Flow

CHUGAI

Roche Group

Retrieve EDC data daily with Rave Web Service and load data to Teradata

mmedidata
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How to implement

Customization for each study in Spotfire®

CHUGAI

Roche Group

By embedding Python program, 70% to 80% of the construction work could be

automated
- Data Mapping
- Rename Columns
- Set Column Width

- etc

: | File Edit Date Visualizations View  Tools Heip User |

GoToPage v | Resetvy er by texi

Category a  Script Name Script Purpose

Generate Data and Vis CreateTableVis Prompts the user for either information links or dat...
‘Generate Data and Vis CreateProfileVis MNOTE: Rather than use this script. it's usually bet. ..
‘Generate Data and Vis GenerateDateTable Generates a data lable containing date data from
Generate Data and Vis GenerateMaxDates Generates a data table confaining the maximum L...
Generate Dala and Vis AddDateReview Adds or modifies date review o a siudy. Priorior...
Generate Data and Vis CreatePidSelect Presents a GUI to let you specify which columns ...
Generate Data and Vis DerniveTable Adds a new dala table that sources from the sam.
Generate Data and Vis PreEfficacy Generates data and properties needed for efficac...

Generate Data and Vis NewGenerateProfileData
Generate Data and Vis GenerateCaProfileData Generates data for Ofher Cancer Tx Profile graph....
Generate Data and Vis G teActiveP atients ites (or replaces) the "Active Patients” fabl
‘Generate Data and Vis Replace\WhoTabile
Generate Data and Vis CreateMergedAeMdHx
Generate Data and Vis PreMNewQueryTabs
‘Generale Data and Vis AddCovid Adds functionality o a study to support identificali
Generate Data and Vis AddDchLastUpdated Adds Last Updated dates from DCH

MultiSave Saves 3 files to the library: 1) non-embedded file;
MinimizeinfoLinks - Edits info links used by tables...
InserFromianylls Populates the given table by inserting rows from a..

SmartPlus HNew and improved SmariReplaceTables. Assisis

Generates dala for a Subject Profile or swim lane

Prompts for a table to be replaced with WHODrug...
Creates or updates merged data table by inserting
Performs the necessary prerequisites before copy...

MinimizelnfoLinks

ReplaceFromDch Replace data tables with data from DCH

| ary s SaveEmbedded Saves just the embedded version of this file fo the...
_ PrinfVisPerPage Prints the type and fifle of each visualizaticn on ea
_ PrinfTopFormMame For gach data table whose name contains "r_", pri...
_ PrinfTableUsage Prints each selected data table and what pagesit'...
_ PrinfTableSizes Prints the number of rows and columns in sach da...
_ PrinfTableSourcelnfo Prints 3 simple version of table data source info fo...
_ PriniCependeniTables Identifies all izbles ihal source data, either directly.
_ PriniColUses Prints each use of the given column name in this ...
_ CheckTableScroll Prinis & message about any fable or cross lable vi...
_ PrinfUsedCols Fer each data table, determine which columns are...
IORENEE N RetateTables Relates tables 1o the specified table using the give
_ PropagateFiltering For each data table related to the given table. seti...
ol sefTablesLinked Sets all data tables fo "Linked to source” except [
_ ExportOrigData Exports filtered data from all tables whose last wo...
[GisriEE | RemoveCncology Removes oncology stuff from SMS. This script do
[Giheriise | sefTablesEmbedded Sets all data tables to Embedded. Does nat chan...
IOl NEE T UpdateGshestLinks In every texd area that has a link fo the google she
_ ChangeLoadBehaviar Changes any data sources from an infa link whos..
OSSR ReplaceQueryTables Replaces the data sources of the laDoc uery Sh

Run Marked Script

Q

@

L |

Current Scripts version: 2021/03/18 12:42:30

82! Run Script SmartPlus s

MNew and improved SmartReplaceTables. fiesists in replacing or inzerting data from info links or files by detecting
apprapriate column matches, and prompting only for needsd unmatched columns, showing a rank-ordered list of
cand(idate c)o\umns. Letz uzer specity whether matched columns should end up with the column name fram the info
link {or file;

If a table has inserted columns from another data table, or transformations other than Trimming Trarsformation, this
script will replace just the initial data source, o that the inserted columns and transformations will remain

The IL name must match all or part of the data table name, depending on the walue of the tableRegExp parameter
The default value for tableRegExp is AUTO. which will set an appropriate value depending on whether this is an
ROM or SDTM study. I wou set tableRegExp to blank, it will inztead look for information links named exactly the
same ag each data table name

Parameters:  tableReeExp:

Fun Script Garcel

10



Sample report

Report List

CHUGAI

Roche Group

BEAMS prepares forms for safety, test values, investigational drugs, etc.

* Regarding to Oncology, BEAMS prepares reports related to efficacy.
| Category | No | TemplateName |

Category | No | Template Name

Overview

AE, ConMed, Tx

Labs

00 = o = oL Py

o s s
O &= WMo

= S
- o

R e
(Sl = BV o'

Cover Page

Safety Review
Demography
Subject Profile
AE Summary

AE Onset/Duration
Dashboard - AE

AE List

ConMeds Summary
AE ConMed MedHx
Study Tx List

Study Tx Graphs
AE >> Labs

Lab Listing

Labs 1 (Multiple Subj/Test)

Labs 2 (Multiple Tests/Subj)

Labs 3 (GradeSummary)

Labs 4 (Box Plot)
Labs 5 (Spaghetti)
H,y‘s Law Labs

Vitals, ECG, Discon

Oncology

Others

22

23
24
25
26
21
28
29
30
31
32
33
34
35
36

37
38

39
40
41
42

Vitals 1 (By Subi)

Vitals 2 (Aggregated)

Vitals 3 (Outliers)

ECG

Discon

Discon (w/ Summary Table)
ONC- Other Ca Tx Listing

ONC- Other Ca Tx Profile
RECIST

ONC-Tumeor Assessment List
ONC-Tumor Assessment Lists & Graphs
ONC-Tumor Assessment Graphs
ONC-Sym Deterioration

ECOG

Survival
Death att to PD

DLT

DLT (2)

Spider plot (New)
Waterfall plot (New)

11



Sample report

Report : Subject Profile

GoToPage v | Resetv | Help T

1. Subject Selection

11 of 11 Subjs
displayed.

1 marked.
Mark Al

SubjectiD  a

1102

11103
12101
12102
12103
12104
12105
21101

21102
21103

Mark a timepoint in graph to display Rave and
links here

Query

"Qverview Disclaimer

| 2. Subject Profile

Prafile Tem

Profile First Day forTerm =

»

Profile Data Source

Infusion related reaction
Aspartate aminotransferase inc...
Alanine aminotransferase incre
Gamma-glutamyltransferase in_

gpp DEXCHLORPHENIRAMINE M.
54200 BETAMETHASONE VALERATE
ABNUCL

BASO

BILT

CACOG

AEs 200
3.00

ConMeds

Labs

UBLDQLT

WBC

[ 2. AE Wide Listing

AE

A Onset

Rave  Subject E  Study

eCRF 1D - # Daya AE Type
hifp 11101 16 18
hitp. 101 15 18
biip... 11101 25 18
hitp... mot 18 23
11101 28 23
hitp.. 1101 21 25
http... M0 20 25
mot 2 25
mot 19 25
101 27 30
Cover Page Safety Review Demography

le Zoom Sliders On/Off

Subject Profile %

To reset Zoom Sliders, turn them off, then back on.

Mark Filtered Subjects

Non-Serious
Serious

Day AE became Serious

Day of Death

AE eCRF Last Updated

D O 0D DD ©

@ Qgﬁ @

-10 -5 1}

Profile Timepoint Study Day (comecled)

AE

Extreme solution
Term - Preferred a2 Outcome
Aspartate aminotransferase . 8/11118 EE
Hypophosphataemia SM11H8 s
Lymphacyle count decreased  9/11/19 BHE
Infusion related reaction a2 miE
Lymphocyte count increased  9/11/21 EiE
Alanine aminotransferase i 8/11/26 EHE
Aspartate aminotransferase . 8/11/26 s
Gamma-glutamyltransferas. .. FEHE
Hypaphosphataemia 9/11/26 s
Lymphocyte count increased FEHE

HAE ConMed, Tx AE Onset/Duration

5

Dashboard - AE

Drug 1 Action
Taken Due to

kS
m

AE List

Drug 2 Action
Taken Due to
AE

ConMeds Summary

+
[

w =
Comp-Disc Study Day

I AE without treatment

ConMed given for AE
ConMed not given for AE
ConMed eCRF Last Updated

High
Low
Mo Flag
Lab Grade | =

4
[T (Empty)

Study Tx
+  Dose Not Modified
+  DoseModified

25

AE
Consider
ed AESI
Because

AE Suspected
Caused by
Drug 2

Treatment
for AE (d)

Additional Case
Details (SRDET1)

Medication @&

AE ConMet 11 of 11 rows 1 marked

CHUGAI

Roche Group

B T & | Editing v
Filters O F X
Fillering scheme -
| Type to search filters
Profile Dala A Hh

o

'+ Creation & Update Dates
Profile Data Source

[¥) AEs

[¥] Conheds

[7] Labs

[¥] MedHx

[7] StudyTx

AE Type
[#] Non-AE

s
o EE

AE Ext Grade
[7] Mon-AE

=R
92
=3
s

Prefile Term
Type o search in list

| (a0 228 values
Abdominal distension
ABDSDN
ABNUCL
Alanine aminotransfer...
ALENDROMNATE SOD.
ALLERGIC RHINITIS

Lab Test Name

Type to search in list
| (A1) 54 values

Non-Lab

ABDSDN

ABNUCL

APH

APTT

BASO

Lab Grade {d)
[#] Mon-Lab
=1

=z

23

4

[7] No Grads

99 columns

Some filters are hidden. Show all

Patient ID - SELECT

al

12



Sample report m

Report : AE Summary

Go To Page v | Reset v | Help Color By: = AE Extreme Grade ~
I11. AE System Organ Class Summary | 2. Overall AE Summary of Preferred Terms
A subject that has reported AEs that are mapped to muiltiple SOC will be counted once in each SOC Note: Subjects that reported multiple AEs mapped to the same Preferred Term will be counted once within
20O engE Preferred Terms.
[ ] oL 2 2
Investigations 10 -n =t Note: % of subjects are based on subjects having received at least one dose of the study treatment.
> . . . BnEE:
Injury, poisoning and procedural ® 1
E complications = 2 ; . @ # of Subj
= . y B — TR R RN e R % of Subj
8 Gastrointestinal disorders = 5 . ®3 s B
] ®4 o Aspartate aminotransferase... = 4
B Metabolism and nutrition disorders =~ 7 . E
2 M . . 2 White blood cell count decre... = -
QL Skin and subcutaneous tissue - g
£ disorders = Alanine aminotransferase in. .. = 1
z E
w Blood and lymphatic system disorders I 3 = Lymphocyte countincreased = 1
General disorders and administration 4 Neutrophil count decreased = 1
site conditions
0-5 10 15 20 25 30 35 40 ég;’;;s?;gé;;
O® ® ~ © NV T T MO N = O
-— ™ ™ - 0 o P~ @« o o
# of Subjects ~ + —
I 2. AE Wide Listing
AE AE AE
A  Onset AE Resolutio Drug 1 Action Drug 2 Action Suspec
Rave Subject E Study Extreme n Study Resolution Taken Due to Taken Due to Causec
eCRF D a B Daya AE Type Grade a Term - Preferred a atim Onset Date Day Date Outcome AE AE Drug 1

Demography Subject Profile IAE, ConMed, Tx AE Summary x AE Onset/Duration Dashboard - AE 380 0—D 389 49ZEN—F>4 178EDAHSL  AE with AESI 13



Sample report

GoToPage v | Resetv | He

[ 1. Scatter Plot of Selecied Lab Results {wil

L]
-y 350
v
< 300
2
S
S
9 250
=
g
= 200
2
]
o
B
B 150
2
8
(]
2 100
50
0
0
I 3. Lab Listing
Study D...
Subject  Lab of Sample
D - Test . Collection
12103 sGOT 30
12103 sGoT 0
12103 sGoT 0
12103 sGoT 0
12103 seoT ]
12103 sGOT 1
12103 sGOT 93
12103 sGOT 2
12103 sGOT 3
12103 sGOT 4
12103 sGOT 8
12103 sGOT 7
12103 seoT 9
12103 seoT 12
12103 seoT 15
12103 sGoT 54

Labs 1 (Multiple SubjiTest) x

Sample
Collection
Date

045EP2020
05AUG2020
05AUG2020
05AUG2020
05AUG2020
06AUG2020
08NOV2020
0TAUG2020
08AUG2020
09AUG2020
TAUG2020
12AUG2020
14AUG2020
1TAUG2020
21AUG2020
285EP2020

Select Lab: | SGOT

converted ANC. ALC) - All Subjects

Labs 2 (Muitiple Tests/Subj)

SGOT »
uiL

o ]

@ )
@ o

100

150 200

Study Day of Sample Collection +

Lab Grade
(ANC ALC
Convert)

Worst
Grade for
Instance Name SubjfLab
FOLLOW_UP_28 )
CYCLE1_DAY1
CYCLE1_DAY1
CYCLE1_DAY1
CYCLE1_DAY1
CYCLE1_DAYZ
FOLLOW_UP
CYCLE1_DAY3
UNSCHEDULED
CYCLE1_DAYS
UNSCHEDULED
UNSCHEDULED
UNSCHEDULED
UNSCHEDULED
UNSCHEDULED
UNSCHEDULED

n-nud(nlmdnm -

3 W W W W WML WG W W W W

Labs 3 (GradeSummary)

Lab
Range
Flag

rTrrxrTTTTTTT

Labs 4 (Box Piot)

Color by:
L. =

@1

®:2

@3

o ©

Original
TestResult  TestRes...
(Char) (Num)
a3 43
27 27
27 27
25 25
27 27
158 156
37 37
276 278
1866 186
o7 o7
177 177
181 191
178 178
81 81
a1 41
24 24

Labs 5 (Spaghetti)

2. Subject Selection

1 of 11 Subjs marked on
page Labs 1 (Multiple
SubjTest) displayed

1 marked.
Mark All

SubjectiD

Lab Test 0
nit

un
un
unL
unL
un
uL
uL
uL
uL
unL
uL
un
un
un
un
un

Hy's Law Labs

Original Test Result {Num}

Rave

a & & |
| 3. Lab Results Over Time - Subject Level
12103 »
SGOT {UIL)
il
11
|
|
Il
¢
Original ULN
=) Original LLN
0 10 20 30 40 50 60 70 a0 90
Study Day of Sample Collection
AE
A Onset AE
E  Study Extreme
Term - Preferred % Day Term - Verbatim o
Aspartate aminolransferase... 6 2 [ AST INCREASED 2
Blood bilirubin increased 9 3 S cLOCDEILIRUBINI.. 20
Platelst count decreasad 5 1 S FLATELETCOUNTD.. 20
Hasmaturia 14 o7 [ HEVATURIA 20
Hypomagnesaemia 8 1 [ HYPOMAGNESEMIA 20
Blood creatinine incraased 10 3 | CREATININE INGRE.. 20
Pruritus 12 + I PRURITUS 2
Infusion related reaction 1 1 [ (NFUSION RELATED ... 20
Lymphocyle count decreased 3 1 [ GV TE COUNT... 2
Alanine aminotransferase i.. 7 2 R .7 MCREASED 20
Rash 1 + N SKIN ERUPTION 2c
Tumour pain 4 2 [ TUMOR PAIN 20
White blood cell count decr 2 1 I WHITE BLOOD CELL..  2¢
White blood ceil count decr 13 7 | '-TE BLOOD CELL.. 20
Vitals, ECG, Discon Vitals 1 (By Subj) 1107 11 rows 1 marked

Subjer

Hy's Law Labs (xBL)

280
260

220
200
180
160

ct

Report : Labs (Multiple Subject/Test)

I 3. AE Narrow Listing

CHUGAI

Roche Group

Y & | Cdtng v
Filters O E X
Filtering scheme -
Type to
Patient ID - SELECT ~ B

Subject ID

| (&) 11 vaives
1101
1102
11103
12101
12102
12103

ch in fisl

+| Site.

+ Baseline Characteristics

+ Safety Categories

+ AEs: Tx Withdrawal or Gr 5
+| Tumor Assessment

+ Suspect COVID-19

Labs r_LB_RDM_VAD ~ B
+ Lab Test Name & Visit
+ Range Flag & Grade

AE wilh AESI A~ B

+ Creation & Update Dates
* Serious, Grade, AESI

+| Action Taken, Trealment
+ Suspecied Cause

+ AE Term & Class

+ COVID-19 Terms

Some filters are hidden
Patient ID - SELECT

99 columns

14



Sample report

Report : AE >> Lab

i | File Edt Data Visualizations View Tools Help  User | & Q &
Go To Page v | Reset v | Help 2. Subject Selection | 3. Lab Results per Subject
4 of 11 Subjs marked on page AE 12102 »
: SGOT (UiL)
== Labs displayed. o
| 1. AE System Organ Class Summary 1
1 marked
Golor by:
Lympocy count decresseo [N B et | MekAl 20
Infusion related reaction _ @1 —
Aspartale aminotransferase increa... -- e 5 200
Alanine aminotransferase increased ®3 =
- Gamma-glutamyliransferase incre. _ [ ] 4
8 % 160 @
5 Blood alkaline phosphatase increa... - E
E Lymphocyte countincreased _ =
2 5 120
E Blood bilirubin increased - Subject ID % 5
© Nausea =
5
Platelet count decreased - 12105 a0 "
R au Original ULN
: 21102 40 e
Decreased appetite - o - - Original LEN—
Diarrhoea - =
— 0
0 2 4 6 8 10 12 14 18 18 20 22 0 10 20 30 40 50 80 70 80 a0
# of Subjects Study Day of Sample Collection
[ 3. AE Narrow Listing I 3. Lab Listing
Study D... wBC Cal Standard  Standard Unit
AE AE Subject  Lab of Sample it Original ~ Original  Standa.. Standard  pers... Result (ANC  (ANC ALC
A Onset AE Resolutio D . Test . Collection LLN ULN value  Units visit  ALC Convert] Convert)
Rave  Subject E  Study Extreme n Study 12103 ABDSDN a0 0 5 54
i L ATl R S - r— P i
12103 BTD;SIE 3:7>ﬂﬂ e ;899 s 3 _3 BLOOD BILIRUBIN | 2uzo}sl‘u7 7 il it it 3 : £ s
12103 P\:lelel‘;:ur::‘;:tn::;;d 5 1 S F.-TELET COUNTD. 2020/5:05 10 il LIS e — 54
12103 Haematuria 14 17 [ HEMATURIA 202020 12108 APHDIEL = ey 45
12103 H 8 1 [ HYPOMAGNESEMIA 2020@;05 3 il ASHICL = - -2
Bi0s Br‘z;mg"rs_“m‘a . % 3 (S S CREATININE INCRE 2020}8‘07 > 12103 APH 30 108 302 10571 UL .. 54 1057142857142 UL
i3 PD ” S S i s . i e 5 12103 APH 0 108 322 BL78S. UL .. 19 6178571428571 UL
12103 1 rlunrus lated react 1 I INFUSION RELATED 2010"‘5"05 5 121 aEst L i = St e P
i L"“‘“"Z" ‘E(a 'e(: il i s e =l zu;olﬂa"us z 12103 APH 0 106 322 6398 UL 19 6392857142857 UIL
T A"’m" o W;" [ewas,a ; > R L1 cREASED : 2029:13‘135 o 12103 APH 0 106 322 83571 UL 19 6357142857142 UIL
R ;":E e = + T zuzma:% id 12103 APH [ 106 322 10071 UL 2 1007142857142 UL
Cans z M B[R i 12103 APY L od 13, yesey AL I L
12103 APH 2 106 322 18678, UL 26 1867857142857 UL
12103 APH 3 106 322 180 UL 23 190 UL
| Adverse Event Grade Change 12103 APH 4 106 322 211.785. UL 36 2117857142857 UL
Record NCI AE intensity Study Day of 12103 APH 6 108 322 23892 UL 23 2389285714285 UL
Rave Subject  Positio CTCAE  orgrade AE Change Study Day of 12103 APH 7 108 322 23071 UL 28 2307142857142 UL
eCRF D n  Adverse event grade changf date Date Onset Date  Onset date 12103 APH 9 106 122 19571.. UL 28 1957142857142 UL
Az 1 calgH L 2018/5/54 2020 S i e 12103 APH 12 108 322 16676 UL 28 1867857142857 UL
i 2
42103 1 SORE THROAT 1 201875107 276,625 266.625 2018427 i e i 6 o e N T
12103 APH 5 106 322 78571. UL 45 7857142857142 UL
12103 APTT 30 23 0 271 sec 54 271 sec
12103 APTT 0 23 40 283 sec 18 293  sec
AE >>Labs x Lab Listing Labs 1 (Multiple SubjTest) Labs 2 (Multiple Tests/Subj) Labs 3 (GradeSummary) Labs 4 (Box Plof) Labs 5 (Spaghetti) Hy's Law Labs Hy's Law Labs (xBL) Witals, E 389 of 389 rows 4 marked

CHUGAI

Roche Group

T =

Editing v

Filters

Filtering scheme -

Type fo search fillers
Labs r_LB_RDM_VAD

+ Lab Test Name & Visit

+ Range Flag & Grade
AE with AESI
¥ Creation & Update Dates
+ Serious. Grade, AESI

~ B

[+ Action Taken, Treatment
# Suspected Cause
+ AE Term & Class
+ COVID-19 Terms

Some fitters are hidden. Shi
AE with AESI

178 columns

15



Sample report

Report : Onc-Waterfall

| File Edit Visualizations ~ View  Tools Help User | & Q 2 Y & | Editing v
Go To Page v | Reset v Caolor by:  Best Overall Response i
| 1. Best Target SLD % Change from Baseline (Waterfall Plot) | 2. Subject Selection
Mark a bar (or bars) to populate the 2. Subject list. Then mark a single subject on the 2. Subject list to populate the 3. Graphs below. Subject
0% Color by: D i
- ST
30%
2% 20.0%
& 20% 5%
=
] 15% o
T 10%
g 5% 10% 9%
& 8%
£ 0%
5
o 5%
o -10% A
@
3 -15%
5 %
= -20% =
I
& -25% -30.0%
-30%
-35%
-40%
= = I = = o a o o g o
] 3 g ] 3 = g g g 8 g
= & & ] & & & £ & o S
Subject ID
I3 ALL Lesions
For Lymph nodes with bi the minimum is included in the SLD.
For all other lesions with the maximum is included in SLD
Only Rows with Subject Disease Assessment Done = "Yes” are displayed.
Measur Target  Target Target+ Target+  Non-
Study Lesio Measu... ement SLD%  SLD% New mS... New  Target
Day of n Measu... (Lymph chang  Chang Target “achange mSLD%  Lesio Not
Rave  Subject Not Exam/ Examlscan Lesion Numb Lesion Longest -Perp  Corect Target efrom  efrom  +Ne.. from  Change n evalua
eCRF 1D « Instance Name done  Scana date Type er  Site(d) Location (d) (d) ed) SLD  Bas:.. Nadir ~ mSLD Baseline fron.  Statu.. ble METHOD  Merged orsplit  LastUpdated Date Created
11102 ZTU—=4 S16 20200110 Target 1 LIVER FFPIEES 4256 4256 4256 8140 0.0% 0.0%  &140 0.0% 0.0% cTEsE 2020/4/10 2020/1/28
11102 ZHU—=t -16 20200110 Target 2 LIVER FRIEEST 2357 2357 2357 81.40 0.0% 00%  §140 0.0% 0.0% cTEEE 2020/4/10 202011/29
11102 ZIU—=t -16 20200110 Target 3 LYMPHNODE  gEiEps 15.27 15.27 15.27 a1.40 0.0% 00%  §140 0.0% 0.0% cTiEEE 202014110 2020/1/29
1102 R -z -16 20200110 101 LUNG Pres.. CTiEE.. 20201130 202001i29
1102 Y-z -16 20200110 102 LIVER Pres.. CTiEE.. 20201130 2020/1i29
1102 2 —=H -16 20200110 103 LYMPH NODE Pres.. CTiEE.. 20201/30 2020/1/29
1102 -2/l 2Da... 0 26 2020002121 Target 1 LVER FAEESI 2379 2379 2379 5091 | -37.5% 00% 5091 375% 0.0% 0 Criss.. 2020/4108 202012122
11102 H7)L2Da... 0 26 2020002121 Target 2 LVER FREES? 13.79 13.79 13.79 50.91 | -37.5% 0.0% 5091 375% 0.0% 0 craEEHl 2020/4108 202012722
11102 H7)-2Da... 0 26 2020102721 Target 3 LYMPHNODE  [EEA 13.33 13.33 1333 5091 | 375% 00% 5091 375% 0.0% 0 CcTEEL. 2020/4108 20201222
11102 YA )2 Da 0 26 2020002121 101 LUNG Efl CTiEEH 202004101 202012722
1102 H5)L20a ] 26 202000221 102 LIVER Bl cTEEE 202004101 202072122
102 192 Da ] 26 2020002121 103 LYMPH NODE Ea cTiER 202004101 2020222
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Sample report
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User feedback m

User feedback

Individual subject data review

e Although the number of subjects in the XXX study was not so large, it was easy to identify the data
to be checked because the list clearly shows which subjects continued or discontinued the study
(e.g., safety review). The larger the sample size, the more useful it is.

« Although the amount of data such as the date of administration of investigational product, AEs,
concomitant drugs, and test values was large, they were summarized in a visually comprehensible
manner, allowing for deep interpretation in each case. For example, there was a patient who
developed liver function test abnormal approximately 300 days after the start of investigational
product, and other test values, AEs, vitals, concomitant drugs, tumor assessments, test values in
other patients, etc. at that time point could be easily confirmed and reviewed.

18



User feedback m

User feedback (cont.)

Aggregated data review

AEs, lab values, and vitals are presented in aggregated graphs and tables from various perspectives
(Example: Scatter plots, bar charts, box plots, Spaghetti, Hy's law, etc. by grade for lab values). In
particular, XXX is a drug in which abnormal liver function values are markedly observed after
administration of investigational product. When these graphs are put together, a signal of abnormal
liver function values is clear, and everyone was able to recognize it again in the same manner. | felt
that it was easy to notice new signals.

The efficacy-related forms are not only a list of RECIST evaluation but also other forms such as
Swimlane, Spider Plot, and Waterfall Plot, which are visually clear and easy to see, and therefore
easy to confirm while comparing with safety data.
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Future plans

Synchronize with Roche to update template

« Share information with Roche contacts and obtain updated information on the Roche template

Use Roche CRF template

« Currently, 25% of the requirements are from Chugai, and 75% are based on Roche's CRF template.

« By using the exact same CRF template as Roche, the development effort of the BEAMS Form will be
greatly reduced.

-> |t is expected that more than 90% of settings can be implemented in Python
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